Inr^: Shirley e/ a/.' 
Appl.No.: 09/188,051 
Filed: November 6, 1998 
Page 2 of 10 



(b) /solubilizing compound comprising a guanidinium group, wherein said 
solubilizing compound is present in said composition in an amount sufficient to make said IGF-I 

soluble at a coj^centration of at least about 12 mg/ml when said composition is at a temperature 
of about 4° 

. ^1 

The composition of claim^^S^ wherein said solubilizing compound is guanidine 

hydrochloride. 

The composition of claim^^, wherein said solubilizing compound is arginine. 

The composition of claimjgv, wherein said arginine is present in a molar 
concentration range fi-om about 10 mM to about 1 M. 

The composition of claini^gf wherein said arginine is present in a molar 
concentration range from about 15 mM to about 500 mM. 

The composition of claini^, wherein said arginine is present in a molar 
concentration range from about 20 mM to about 200 mM. 

lA ^ . 

^ The composition of claim^wherein said pH is in a range from about pH 5.5 to 
about pH 9.0. 

The composition of claim^, wherein said pH is in a range from about pH 5.7 to 

about pH 6.3. 

The composition of claim^^wherein said pH is about pH 6.0. 
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The composition of claim^?; whereifi said IGF-I is present in said composition at 
a concentration of about 12 mg/ml to about 209/mg/ml. 

^ .. 

The composition of claii^4; wherein said IGF-I is present in said composition at 
a concentration of about 15 mg/ml to/kbout 200 mg/ml. 

The composition of claim^ wherein said IGF-I is present in said composition at 
a concentration of about 25 mg/ml to about 200 mg/ml. 

The composition of clairn^^ wherein said composition comprises sodium 
chloride at a molar concentration of about 150 mM. 

The composition of claim^^ycomprising a buffer selected from the group 
consisting of a glutaric acid buffer, a maleic acid buffer, a succinic acid buffer, a citric acid 
buffer, imidazole, and a histidine buffer. 

I 99. A^omposition comprising: 

(a) \ biologically active human insulin-like growth factor- 1 (IGF-I), wherein 
said IGF-I is presen\ at a concentration of at least about 12 mg/ml when said composition is at a 
temperature of aboutU^C; 

(b) y solubilizing compound selected from the group consisting of arginine 
and guanidine hydrochlbride; and 

(c) a buffer such that the composition has a pH of about pH 5.5 to about pH 

9.0. 

The composition of claim^^^^further comprising sodium chloride at a molar 
concentration of about 150 mM. 



In re: Shirley era/.' 
Appl.No.: 09/188,051 
Filed: November 6, 1998 
Page 4 of 10 




]m. A compyition having a pH of at least about pH 5.5, wherein said composition 
raprises: 

(a) bioftagically active human insulin-like growth factor- 1 (IGF-I), wherein 
said IGF-I is present at a concentration of at least about 12 mg/ml when said composition is at a 
temperature of about 4°C; and 

(b) arginine In an amount sufficient to make said IGF-I soluble at a 
concentration of at least about 12\mg/ml when said composition is at a temperature of about 4°C. 

The composition of claim ^P^wherein said arginine is present in a molar 
concentration range fi-om about 10 mM to about 1 M. 

>03. The composition of claim jpzf wherein said arginine is present in a molar 
concentration range from about 15 mM to about 500 mM. 

\p4'. The composition of claim J^^wherein said arginine is present in a molar 
concentration range from about 20 mM to about 200 mM. 



^ ^1 

l^i6. The composition of claim l^, wherein said pH is in a range from about pH 5.5 to 
about pH 9.0. 

p6. The composition of claim j^wherein said pH is in a range from about pH 5 .7 to 
about pH 6.3. 

The composition of claim J^)^herein said pH is about pH 6.0. 

^ ^ composition of claim^^wh^pdm^aid IGF-I is present in said composition 
\A f\J / at a concentration of about 12 mg/ml to about^OO mg/ml. 




